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Clinical trial of aripiprazole combined with magnesium valproate in the treatment

of patients with bipolar disorder
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Abstract: Objective  To observe the clinical efficacy and safety of
aripiprazole tablets combined with magnesium valproate sustained -
release tablets in the treatment of patients with bipolar disorder ( BD).
Methods BD patients were divided into control group and treatment

group according to treatment regimen. The control group was given oral

TEE AT XA (1984 - )5 R AR BRI, 32 magnesium valproate sustained — release tablets with an initial dose of
P i INRE o S (T
BIEEE HEE, BILE 1
MP . 13805300322 0.75-1.5 g+ d "™ according to the patient’ s condition. On the basis of

0.25 g per time, bid. After 1 — 2 weeks, the dose was adjusted to

E - mail :17563091550@ 163. com the treatment for the control group, the treatment group was additionally
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given oral aripiprazole tablets, 5 mg per time, bid. After 2 weeks of medication, the dose was appropriately adjusted to
10 mg per time, bid, according to the patient’ s tolerance. Both groups received treatment for 8 weeks. The efficacy,
clinical symptom scores, cognitive function, sleep quality, 5 — hydroxytryptamine (5 — HT) , quality of life and adverse
drug reactions were compared between the two groups. Results A total of 92 cases were enrolled, including 44 in the
control group and 48 in the treatment group. After treatment, the clinical efficacy rates in the control group and
treatment group were 72. 73% (32 cases/44 cases) and 91.67% (44 cases/48 cases), respectively; the Hamilton
depression rating scale (HAMD ) scores were (7.07 +1.38) and (6.38 +1.35) points, respectively; the Bipolar
disorder rating scale (BRMS) scores were (8.68 +2.01) and (7.65 £ 1. 16) points, respectively; the positive and
negative syndrome scale ( PANSS) scores were (52.07 +8.97) and (45.27 +8.12) points, respectively; the
Wisconsin card sorting test ( WCST) scores were (51.57 £5.66) and (54.13 +5.43) points, respectively; the
Hopkins Verbal learning test — revised ( HVLT — R) scores were (26.27 +3.64) and (28.02 +3.50) points,
respectively; the continuous performance test ( CPT) scores were (1.86 £ 0.63) and (2.13 = 0.57) points,
respectively; sleep efficiency rates were (85.45 +2.48)% and (89.17 + 1.17 )% , respectively; wakefulness
frequency were (3.39 £0.81) and (2.92 £0.77) times, respectively; 5 — HT levels were (52.29 +8.23) and
(58.09 £8.06) ng - L'
showed statistically significant differences (P <0.05,P <0.01,P <0.001). The overall adverse drug reaction rates in

, respectively. Comparisons between the two groups for all the aforementioned indicators

the control group and treatment group were 11.36% (5 cases/44 cases) and 14.58% (7 cases/48 cases),
respectively (P > 0.05). Conclusion The combination therapy regimen of aripiprazole tablets and magnesium
valproate sustained — release tablets can effectively alleviate clinical symptoms in patients with BD, improve cognitive
function and sleep quality, enhance overall quality of life and demonstrate good safety profiles.

Key words: aripiprazole tablet; magnesium valproate sustained — release tablet; bipolar disorder; cognitive function;

sleep; therapeutic efficacy
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Table 1  Comparison of general information between the two
groups
Control Treatment
Items
(n=44)  (n=48)
Gender(n, %)
Male 26(59.09) 27(56.25)
Female 18(40.91)  21(43.57)

Age (years,x +5) 32.82 +3.48 33.81 +3.65

Body mass index(kg * m ™%,z +5) 23.07 £1.85 23.17 £2.05
Disease duration (years,x +s) 2.84+£0.71 2.90+0.72
Educational level(n, % )
Junior high school or below 21(47.73) 22(45.83)
Senior high school/technical secondary school 14(31.82)  15(31.25)
College degree or above 9(20.15) 11(22.92)
Family history of mental illness(n, % )
Yes 16(36.36) 19(39.58)
No 28(63.64) 29(60.42)

Control group:Took extended — release magnesium valproate tablets orally,
with an initial dose of 0. 25 g per administration, bid, the dose was adjusted
10 0.75 - 1.5 g - d~' according to the patient’ s condition after
1 —2 weeks; Treatment group: Took aripiprazole tablets orally on the basis
of the treatment for the control group, with a dose of 5 mg per
administration, bid, after 2 weeks of medication, the dose was appropriately
adjusted to 10 mg per administration, bid, according to the patient’s toler-

ance.

Table 2 Comparison of clinical symptom scorebetween the two groups( points,x +s)

Control(n =44)

Treatment(n =48)

frems Before treatment After treatment Before treatment After treatment
HAMD 25.57 +2.56 7.07 £1.38*** 25.52 +3.31 6.38 £1.35" " *#
BRMS 28.59 +4. 66 8.68+2.01*** 28.46 +5.34 7.65£1.16** **
PANSS 65.73 £9.95 52.07 +8.97 " ** 65.19 +9. 81 45.27 +£8, 12" = *##

HAMD: Hamilton depression rating scale; BRMS: Bech — rafaelsen mania rating scale; PANSS; Positive and negative syndrome scale; Compared with before

treatment in the same group * * * P <0. 001 ; Compared with the control group at the same time, *P <0.05, *#P <0.01, *P <0. 001.

&3 2HBFNANMIBERI HLEL (I, % +5)

Table 3 Comparison of cognitive function between the two groups( points,x +s)

Control(n =44)

Treatment(n =48)

frems Before treatment After treatment Before treatment After treatment

WCST 47.09 +6. 45 51.57 £5.66 " * 46.56 +5.65 54.13 £5.43 " *#
HVLT - R 24.57 +£3.01 26.27 £3.64 24.13 £3.29 28.02 3,50 * **
CPT 1.50 £0. 51 1.86 £0.63 " * 1.48 £0. 50 2.13+0.57****

WCST; Wisconsin card sorting test; HVLT — R; Hopkins verbal learning test — revised ; CPT; Continuous performance test; Compared with before treatment in

the same group, * P <0.05, **P<0.01, *** P <0.001; Compared with control group at the same time, *P <0. 05.
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Table 4 Comparison of sleep quality between the two groups(x +s)

RT 2HBHGRITTHAILLE (n,%)

Table 7 Comparison of clinical efficacy between the two groups(n,% )

Ttems Control (n =44) Treatment(n =48)
Clinical recovery 3(6.82) 7(14.58)
Marked effect 15(34.09) 23(47.92)
Effective 14(31.82) 14(29.17)
Ineffective 12(27.27) 4(8.33)

Total effective rate 32(72.73) 44(91.67)*

Compared with the control group, *P <0. 05.

Control (n =44)

Treatment(n =48)

Items
Before treatment

After treatment

Before treatment After treatment

Total sleep time(h) 5.73 £1.11 6.55+1.02** 5.50 £1.01 6.98 +0.93 * * *#

Sleep efficiency( % ) 70.21 £3.99 85.45+2.48*** 69.59 £4.03 89. 17 +1. 17 * * *
Number of awakenings( times ) 5.05 1. 10 3.39+0.81*** 5.10 1. 04 2.92£0.77 % *#
PSQI( points) 15.34 £2.62 5.43£1.10*** 15.29 +2.90 4.69 £1.29 % *#

PSQI; Pittsburgh sleep quality index; Compared with before treatment in the same group,

the same time, *P <0.05, #¥P <0.01,*¥P <0.001.

RS 2HBHETEEIEARMHE (2 £5)

**P<0.01, ***P<0.001; Compared with the control group at

Table 5 Comparison of laboratory indicators between the two groups(x +s)

Control (n =44)

Treatment(n =48)

Items
Before treatment

After treatment

Before treatment After treatment

TSH(mlIU - L7") 1.75 £0. 47 2.03+0.39"" 1.72 +0. 39 2.24£0.56* % **
FT;(ng - mL™") 3.04 £0.52 2.90 +0. 82 3.01 =0.79 2.72 +0. 67

GABA(pmol « L71) 4.20 £0. 83 6.23+£0.95" " " 4.14 +£0.75 6.74£1.02% % **
5-HT(ng- L") 39.81 £7.22 52.29 +£8.23* " * 38.66 £7.50 58.09 £8.06 * * **

TSH: Thyroid — stimulating hormone; FT;: Free triiodothyronine; GABA: y — aminobutyric acid; 5 — HT: 5 - hydroxytryptamine; Compared with before

**P<0.01,

treatment in the same group,

F6 2AURHAWE R (7,5 xs)

*** P<0.001; Compared with control group at the same time,

#P<0.05, #P<0.01.

Table 6 Comparison of quality of life between the two groups( points,x +s)

Control (n =44)

Treatment(n =48)

Ttems
Before treatment

After treatment

Before treatment After treatment

Physical function 42.80 +8.40 56.83+7.63" %" 42.64 +7.08 60.68 +7.83 * * *#
Psychological function 41.85 +£6.77 58.58 £7.29* " * 40.70 +6.53 62.54 £8.69 * * **
Social function 48.54 +8.94 61.44 £7.95" " 47.25 6. 19 65.32£7.56* " **
Material living status 32.63 £5.26 44.51 +5.82" "~ 31.49 £5.12 47.96 +6.63* * **

Compared with before treatment in the same group, ** * P <0.001; Compared with control group at the same time

I SERTYINN H VR SR b S (N1 TN P AN
TR ST [ PR R RTINS I 2 7 N

, *P <0. 0.
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